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10PPOSE THE DFWFTXO,!&~iW Proposed by the FDA. in pamwlarr 10BJECT to the
definition of.”inqdinatg arn?u:n?which PYM* &q.a@abifity and the fight to oMain rnedi.wily.-.=..........
necessary oompouaded n@MtiOqS .by Iimtilng the. nurnkl’~f”p~~~pti~ns that @n.b.iQshipped
across sate lines f~m specialized compounding pham’laoies.

As a health care professional who specializes in the women’s health area ( padiwlarly in
pregnancy, fmtility, and postpartum care), I have seen the rewards of speoially compounded
products, including hormones, that have made heaJthypregnancies possible. In many instances,
products that WWI not avaiiab!efrom the phannaceutkal industfy ailowed these families to
become complete. Ome a highquaiiiyp-iuct is avai!abie on the US madcet from the
phama-e~wi..mantiadum~..fp~.~ SPEN%Chot7norml’pwpose, I do beleive at that point that
those FDA app~v~ products.shouid.l%?..g$.!!!lpmferehtial[y. However, them am manY
cirwmstances under which tii!’@@, “pfient s@ific hormone therapies, niay provide the only
acceptable option to a preswitwr and J!Sler,,patient. W many instanwl them am on!y a few
specialized pharnmdes, many vidtom fi~ “no!kI the M?!@Wmrnunfly of th?$? Wtientsr that ~n fill
these types of prescriptions with cara In.thqse instanges there wouid be a grave diss6fvice to
American women shouid the ~i3A prtihlbit specialized pharmacy compounding practices. i wouid
rather see a list of reasonable qualityassurance standards or gu”tieiines pubiished for those
pharmades that pursue these speciti!ked areas to foiiow ve~us a prohi~ion of such activities
altogether.

, As a pharmacist who is always providing my patients with the best quality healthcare, infom’iation,
..._-andprescription SEWcas I can, I hope you will consider my opinion in this matter. PieaW note

that I am not In the employ of any tithe types of fadlities mentioned by this proposed regulation.
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